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July 9,2004 

Division of Dockets Management (HFA-305) 
Food and Drug Administration, 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852. 

Re: Docket No. 2004N-0133 - Electronic Record; Electronic Signatures; Public 
Meeting 

Dear Sir/&ladam: 

The Advanced Medical Technology Association (AdvaMed) is pleased to submit the attached 
comments to this docket. AdvaMed is the world’s largest association representing 
manufacturers of medical devices, diagnostic products, and medical information systems. 
AdvaMed’s more than 1,100 members and subsidiaries manufacture nearly 90 percent of the 
$75 billion of health care technology products purchased annually in the United States, and 
more than 50 percent of the $175 billion purchased annually around the world. 

AdvaMed members range from the largest to the smallest medical technology innovators and 
companies. Nearly 70 percent of our members have fewer than $30 million in sales annually. 

We believe that, at least for the medical device industry, FDA should withdraw Part 11 and 
permit the Quality System Regulation (21 CFR 820) to govern the industry’s creation, use 
and maintenance of electronic records and signatures. We believe that Part 820 adequately 
provides for the use and control of electronic records and signatures. Attachment A is a table 
showing how we believe the various sections of Part 820 address the Part 11 requirements. 

Should FDA choose not to withdraw the regulation, we believe that Part 11 should be pared 
down significantly. The resulting regulation should account for the philosophy expressed in 
the recent Scope guidance. Most significantly, it should clarify that scope is limited to only 
those records required by predicate rules, and it should permit the manufacturer to apply risk 
management to determine which Part 11 controls to apply to any system and the extent to 
which those controls are necessary for each system. 

Bringing innovation to patient care worldwide 



Docket No. 2004N-0133 
July 9,2004 
Page 2 of 2 

Simply stated, a “new” Part 11 should be a limited regulation that provides a framework to 
guide manufacturers in the application of predicate rules to electronic records and signatures. 
Ideally, the regulation would point the user to the record keeping requirements in predicate 

rules with little in the way of prescriptive requirements. The agency could then describe its 
expectations further by issuing guidance. Attachment B contains specific comments 
responding to the questions IDA posed in the Federal Register Notice announcing the public 
meeting. 

We appreciate the opportunity to comment on this important issue. Should you have any 
questions or require additional information please contact me at 202.434.7230 or 
bliebler@advamed.org). 

Sincerely, 

bet-&e Liebler 
Director 
Technolo,gy and Regulatory Affairs 
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